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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time maybe available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 11 April 2005 . 
2a)|3 This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935C.D. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1-8.14-17 and 24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 1-8.14-17 and 24 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) M Claim(s) 1-8. 14-17. 24 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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4) 0 Interview Summary (PTO-413) 
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Art Unit: 1647 

DETAILED ACTION 

The amendment filed 04/1 1/2005 has been entered. Claims 1-8, 14-17, 24 are pending. 
Applicant's election with traverse of group II and the species succinimidyl succinate in Paper No. 
7 is acknowledged. Applicant timely traversed the restriction (election) requirement in Paper 
5 No. 7. Claims 1-8, 14-17, 24 are being examined to the extent that they read upon the elected 
invention and/or species. 

Maintained Formal Matters. Objections, and/or Rejections: 

Claim Rejections -35 USC §102 

10 Claims 1-5, 14-17, 24 are rejected under 35 U.S.C. 102(b) as being anticipated by Rhee 

(U. S. Patent No. 5,292,802) as evidenced by Hudziak (U. S. Patent No. 5,677,171). 

Applicant argues that the transitional phrase "consists essentially of excludes the further 
modifications such as those of Rhee. Applicant's arguments have been fully considered but they 
are not persuasive. In discussing conjugates and growth factors, Rhee discloses that the cytokine 

1 5 is first reacted with a molar excess of dPEG and the resulting conjugated cytokine is then added 
to collagen (column 20, full paragraph 2). Prior to adding to the collagen, Rhee's modified 
consists essentially of TNF bound to PEG molecules. Therefore, Rhee anticipates the claimed 
modified TNF. 

In response to applicant's argument that Rhee's method immobilizes any cytokine and 
20 that the cytokine would not circulate in the blood, thus distinguishing the method of claim 14 
from that of Rhee, a recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to patentably 
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distinguish the claimed invention from the prior art. If the prior art structure is capable of 
performing the intended use, then it meets the claim. In a claim drawn to a process of making, 
the intended use must result in a manipulative difference as compared to the prior art. See In re 
Casey, 370 F.2d 576, 152 USPQ 235 (CCPA 1967) and In re Otto, 312 F.2d 937, 939, 136 
5 USPQ 458, 459 (CCPA 1963). The recitation of "enhancing the circulating half life of TNF" is 
an intended use of the claimed method. In any case, Rhee covalently bonds TNF to PEG 
molecules prior to adding it to the collagen (column 20, full paragraph 2). Prior to adding the 
collagen, there is no manipulative difference between Rhee's method and the method of claim 
14. Therefore, Rhee anticipates claim 14. 

10 

Claim Rejections - 35 USC §103 
Claims 1, 5-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rhee (A) in 
view of Tsutsumi (AL, cited by Applicants). 

Claims 1 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rhee (A) 
15 in view of Tsutsumi (AL, cited by Applicants) as applied to claim 1 above and further in view of 
Mark(V). 

Applicant argues that the claims have been amended to distinguish over Rhee. 
Applicant's arguments have been fully considered but they are not persuasive for the reasons 
discussed above. Specifically, in discussing conjugates and growth factors, Rhee discloses.that 
20 the cytokine is first reacted with a molar excess of dPEG and the resulting conjugated cytokine is 
then added to collagen (column 20, full paragraph 2). Prior to adding to the collagen, Rhee's 
modified consists essentially of TNF bound to PEG molecules. 
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Conclusion 



No claims are allowable. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 

date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner should be directed to 
David S. Romeo whose telephone number is (571 ) 272-0890. The examiner can normally be reached on Monday through 
Friday from 7:30 a.m. to 4:00 p.m. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (571) 272-0961 . , 

IF submitting official correspondence by fax, Applicants are encouraged to submit official correspondence to 
the central fax number for official correspondence, which is (571 ) 273-8300. 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final 
or final Office action by facsimile (see 37 CFR 1 .6 and 1.8). 

Faxed draft or informal communications should be directed to the examiner at (571 ) 273-0890. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be directed 
to the Group receptionist whose telephone number is (703) 308-01 96. 
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Primary Examiner 
Art Unit 1647 
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June 26, 2005 



